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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a}. In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication{s) filed on 21 December 2005 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application Is In condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 , 453 O.G. 21 3. 

Disposition of Claims 

4) ^ Claim(s) 3 A, 6 and 56-58 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 3A.6and 56-58 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)\Z] accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acl<nowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
3)13 All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. 13 Certified copies of the priority documents have been received in Application No. 09/187,330 . 
3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) Infomiation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I, claims 3-4, 6, and 56-58, in the reply 
filed on 12/21/05 is acknowledged. 

Claim 1 1 is withdrawn fi^om further consideration pursuant to 37 CFR 1. 142(b) as being 
drawn to a nonelected invention, there being no allowable generic or linking claim. Election was 
made without traverse in the reply filed on 12/21/05. 

Priority 

Applicant is requested to update the priority applications listed in the first sentence of the 
specification including their status as well as the relationship among the named applications. 

Claim Rejections - 35 USC § 112 

Claims 3-4, 6, and 56-58 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention and which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. This is an enablement and written description rejection. 
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Claim 57 does not indicate that the host cell is isolated. Page 32 of the specification does 
not disclose nor contemplate transgenic animals or plants. Only isolated host cells that can be 
cultured to produce the protein are disclosed. As such, this new claim is considered to embrace 
new matter. 

Claim 3 recites "an ADNF gene having a nucleic acid sequence comprising SEQ ID NO: 
2, SEQ ID NO: 56, or SEQ ID NO: 58." The specification does not disclose any ADNF gene or 
genomic sequences. The structure of these genomic sequences is not known. It is noted that 
SEQ ID NOS: 2, 56, and 58 are cDNA sequences firom human. (See specification page 4-5, 
bridging paragraph.) 

Claim 3 and dependent claims are directed to isolated nucleic acids that encode an ADNF 
ni polypeptide. Page 14 defines "ADNF III polypeptide" in such broad terms that it cannot be 
determined what structure and/or fimction these polypeptides must possess and as such, what 
isolated nucleic acids would encode them. As claimed, this isolated nucleic acid must hybridize 
to an undisclosed ADNF HI gene. The claims can be viewed similarly to those in Ex parte 
Maizel 27 USPQ2d 1662, 1665. The Board of Patent Appeals and Interferences held that claims 
drawn to DNA sequences encoding biologically equivalent proteins (i.e. DNA encoding proteins 
that do not have a defined amino acid sequence) are not enabled when the specification discloses 
a single specific DNA sequence known to the inventor having the biological limitations. The 
disclosure was held not to be commensurate in scope with the breadth of such claims because 
DNA sequences encoding biologically equivalent proteins covers any DNA sequence encoding a 
protein that achieves the stated biological result. For similar reasons, the instant disclosure is not 
commensurate in scope with the breadth of the claims. With the exception of the particularly 
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disclosed nucleic acid sequences encoding ADNF HI polypeptides, the specification fails to 

define the structural features of the claimed isolated nucleic acids encompassed by the claims 

sufficient to meet the requirement of written description. 

The specification specifically discloses: 

SEQ ID NO: 4 mouse cDNA of 2421 nucleotides (encodes SEQ ID NO: 3, 806 ammo acids) 
SEQ ID NO: 54 mouse cDNA of 2487 nucleotides (encodes SEQ ID NO: 55, 828 amino acids) 
SEQ ID NO: 2 human cDNA of 4874 nucleotides (encodes SEQ ID NO: 1, 1000 amino acids) 
SEQ ID NO: 56 human cDNA of 2181 nucleotides (encodes SEQ ID NO: 57, 726 amino acids) 
SEQ ID NO: 58 human cDNA of 4193 nucleotides (encodes SEQ ID NO: 59, 874 amino acids) 

Vas-Cath Inc. v. Mahurkar, 19 USPQ2d 1111, makes clear that "applicant must convey 

with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was 

in possession of the invention. The invention is, for purposes of the 'written description' inquiry, 

whatever is now claimed.^' (See page 1117,) The specification does not "clearly allow persons 

of ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath 

at page 1116.) 

Except as outlined above, the skilled artisan cannot envision the detailed chemical 
structure of the encompassed nucleic acids and therefore conception is not achieved until 
reduction to practice has occurred. Adequate written description requires more than a mere 
statement that it is part of the invention and reference to a potential method for isolating it. See 
at least Fiers v. ReveL 25 USPQ2d 1601, 1606 (CAFC 1993), Ameen Inc. v. Chueai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016, and Universitv of California v. Eh Lillv and Co., 43 
USPQ2d 1398. 
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The specification disclosure is not sufficient to support the breadth of isolated nucleic 

acid sequences embraced by the claims. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 6 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
faiUng to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 6 recites "encodes an ADNF polypeptide comprising. . .SEQ ID NO: 6." This 
language is not consistent with claim 3 which recites "encodes an ADNF HI polypeptide.'/ 
Clarification is requested. 

Claim Rejections - 35 USC§102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent 

Claim 3 is rejected under 35 U.S.C. 102(a) as being anticipated by Nagase et al. (DNA 
Research, 5(5):277-286, October 30, 1998). 

At least SEQ ID NOS: 54-59 are not disclosed in parent application PCT/US98/02485 
(now WO 98/35042). As such, applicant is entitled to benefit of the 09/187,330 parent filing 
date (1 1/6/98) for claims 3-4, 6, and 56-58 and Nagase et al. is valid prior art. 
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Nagase et al. discloses gene number KIAA 0784 (Genbank Accession No. ABO 18327). 
This is a 4282 nucleotide cDNA with an open reading frame of 1073 amino acids. 

This sequence has 99% similarity to both SEQ ID NOS: 56 and 58. It would inherently 
encode an ADNF III polypeptide meeting the limitations of claim 3. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obUgation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 56-58 are rejected under 35 U.S.C. 103(a) as being impatentable over Nagase et 

al. 

Nagase et al. is applied as above. The reference does not disclose expression vectors, 
host cells containing them, or methods of producing proteins. 
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It would have been obvious to produce an expression vector, host cell contaii^the 
expression vector, and produce the protein encoded by gene number KIAA 0784 (Genbank 
Accession No. AB018327). This is a 4282 nucleotide cDNA with an open reading frame of 
1073 amino acids. One would have been motivated to do in order to further characterize this 
novel cDNA. The disclosure of Nagase et al. demonstrates that characterization of unknown 
proteins encoded by novel cDNAs would have been of interest. Production of expression 
vectors containing novel cDNA sequences encoding proteins, host cells containing them, and 
recombinant methods of producing the encoded proteins would have been well known to those of 
ordinary skill in the art at the time of the invention. 

Conclusion 

Any inquiry concerning this communication or earlier conmiunications from the 
examiner should be directed to Marianne P. Allen whose telephone number is 571-272-0712. 
The examiner can normally be reached on Monday-Thursday, 5:30 am - 1 :30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback can be reached on 571-272-0961. The fax phone nxmiber for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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